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DETAILED ACTION 



Specification 

The abstract of the disclosure is objected to because it contains phrases that can 
be implied and should be avoided, e.g. in an embodiment of the present invention." 
Also, the abstract is not a concise statement of the technical disclosure of the patent 
application and does not include that which is new in the art to which the invention 
pertains. Furthermore, the abstract should not include the purported merits of the 
speculative application of the invention. Correction is required. See MPEP § 608.01(b). 

Applicant is reminded of the proper content of an abstract of the disclosure. 

A patent abstract is a concise statement of the technical disclosure of the patent 
and should include that which is new in the art to which the invention pertains. If the 
patent is of a basic nature, the entire technical disclosure may be new in the art, and the 
abstract should be directed to the entire disclosure. If the patent is in the nature of an 
improvement in an old apparatus, process, product, or composition, the abstract should 
include the technical disclosure of the improvement. In certain patents, particularly 
those for compounds and compositions, wherein the process for making and/or the use 
thereof are not obvious, the abstract should set forth a process for making and/or use 
thereof. If the new technical disclosure involves modifications or alternatives, the 
abstract should mention by way of example the preferred modification or alternative. 

The abstract should not refer to purported merits or speculative applications of 
the invention and should not compare the invention with the prior art. 

Where applicable, the abstract should include the following: 

(1) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps. 



Extensive mechanical and design details of apparatus should not be given. 



t 
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Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent therefore, 
subject to the conditions and requirements of this title. 

Claims 58-69 and 77 are rejected under 35 U.S.C. 101 because they are drawn 
to non-statutory subject matter. In claim 58, lines 12-13, applicant positively recites part 
of a human, i.e. "wherein the contact of the beam on the spinous process of the second 
vertebrae and the hook secure the base to the first vertebrae". In claim 77, last two 
lines, applicant positively recites part of a human, i.e. " the spacer on the spinous 
process of the second vertebrae and the hook secure the body to the first vertebrae". 
Thus claims 58-69 and 77 include a human within their scope and are non-statutory. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101. The grant of a limited, but exclusive 
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property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 164 USPQ 636 (CCPA 1970). 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-6 and 77 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The claims are indefinite, failing to conform with current U.S. practice. There are 
grammatical and idiomatic errors, e.g. "vertebrae" is the plural form, when it should be in 
the singular form of "vertebra". Also, in claim 1, line 8, the limitation "where the base is 
adapted to be hung on the second vertebrae and while being secured" is unclear, and it 
appears as though there is a grammatical error in this sentence. 

Correction is needed to clarify the meaning of these claims. 

Claim 1 recites the limitation "the action 1 ' in line 8. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 77 recites the limitation "the action" in line 11. There is insufficient 
antecedent basis for this limitation in the claim. 



Application/Control Number: 10/685,139 Page 5 

Art Unit: 3733 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1-9, 13-26, 30-43 and 47-57, as understood, are rejected under 35 
U.S.C. 102(b) as being anticipated by Lee et al. (U.S. Patent No. 5,415,659). 

Lee et al. disclose an implant comprising a body/base (FIG.1, ref. #22), at least 
one hook/flange extending from the body capable of allowing the body to engage a 
vertebra (FIG. 1, ref. #30 and #50), a beam extending from the body (FIG. 8, ref. #90), 
the beam having a distal end that can contact a spinous process of another vertebra, 
and a device that secures the beam to the body (FIG. 8, ref. #80) and contacts the 
beam directly (col. 5, lines 35-36) [claim 261 . The beam extends beyond the body and 
extends beyond the hook (in the vertical direction). The device secures the beam to the 
body in a plurality of positions (col. 5, lines 31-46). The distal end of the beam, the 
spacer, is bulbous and is round (FIG. 8, ref. #90). The beam includes an elongated 
aperture (FIG. 8, ref. # 92). The elongated aperture of the beam receives a post 
extending from the base (FIG. 8, ref. #80). A lock cooperates with the post of the base 
to secure the beam to the base (FIG. 1 , ref. #82). The device extends through the 
aperture and can be secured to the aperture in a plurality of positions in order to 
position the beam relative to the body in a plurality of positions (col. 5, lines 31-46). The 
body includes a first portion and a second portion (FIG. 2, ref. #32 and #52) with a 
beam platform located between the first and second portions (FIG. 1, ref. #70). There is 
a space between the platform and first and second portions. The hook extends from the 
first portion and another hook extends from the second portion. The device extends 
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from the platform. The implant comprises a device that is capable of securing the base 
to an S1 vertebra (FIG. 2, ref. #72). The spacer (FIG. 8, top end part of ref. #90) has a 
first end capable of contacting the spinous process of a first vertebra without being 
attached to the spinous process of the first vertebra, and a beam extending from the 
first end (FIG. 8, ref. #90). The beam is capable of being mounted to the base, or body, 
(ref. #22) and the base is capable of being mounted to a second vertebra. The distal 
end of the beam provides a surface that is at an angle to the beam. The surface is 
capable of engaging L5 vertebra. The surface that is capable of spreading a contact 
load between a L5 vertebra and the distal end. The distal end of the beam is capable of 
engaging a spinous process of a L5 vertebra without being attached to a second 
vertebra. The distal end of the beam is capable of engaging a spinous process of a L5 
vertebra over a conforming contact area. The implant is capable of being positioned 
between the S1 and L5 vertebra, without being attached to the L5 vertebra. The distal 
end of the beam includes a convex surface (FIG. 8, ref. #90) that is capable of engaging 
a spinous process of a L5 vertebra in order to spread the load between the distal end of 
the beam and the spinous process of the L5 vertebra. No additional hooks extend, or 
stretch out to a greater length, in a direction opposite the first direction, since hook 24 is 
stationary and does not extend, while hooks ref. #30 and ref. #50 are the only hooks 
that can extend [claim 43]. 

With regard to claims 7 and 8, these claims are being rejected under a second 
interpretation of the reference. A spacer (ref. #70) is adapted to contact a spinous 
process wherein the spacer is not attached to the spinous process, a base (ref. #22) 
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having at least a flange (ref. #30) adapted to engage a second vertebra, the spacer 
engaging the base, wherein the spacer extends beyond the base and the flange, and 
the spacer is in direct contact with the base fclaim 71. 

With regard to the statements of intended use and other functional statements, 
e.g. the functional limitations added to claims 1 and 9, they do not impose any structural 
limitations on the claims distinguishable over Lee et al. which is capable of being used 
as claimed if one so desires to do so. In re Casey, 152 USPQ 235 (CCPA 1967) and In 
re Otto, 136 USPQ 458, 459 (CCPA 1963). Furthermore, the law of anticipation does 
not reguire that the reference "teach" what the subject patent teaches, but rather it is 
only necessary that the claims under attack "read on" something in the reference. 
Kalman v. Kimberly Clark Corp., 218 USPQ 781 (CCPA 1983). Furthermore, the 
manner in which a device is intended to be employed does not differentiate the claimed 
apparatus from prior art apparatus satisfying the claimed structural limitations. Ex parte 
Masham, 2 USPQ2d 1647 (1987). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 
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Claims 10-12, 27-29 and 44-46 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lee et al. (U.S. Patent No. 5,415,659). 

Lee et al. disclose the claimed invention except for the implant being made from 
a material such as polyetheretherketone, polyaryletheretherketone, and 
polyetherketoneketone, polyetherketoneetherketoneketone, 

polyetheretherketoneketone, polyketone, polyetherketone, or titanium. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to construct at least a part of the device of Lee at al. from a material such as 
polyetheretherketone, polyaryletheretherketone, polyetherketoneketone, 
polyetherketoneetherketoneketone, polyetheretherketoneketone, polyketone, 
polyetherketone, or titanium, since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 



Response to Arguments 



Applicant's arguments filed 7/26/2006 have been fully considered but they are 
not persuasive. See underlined potions in the above rejections for segments of the 
rejections most pertinent to the following comments. 

Claim 1 

In response to Applicant's argument that the Lee et al. patent does not disclose 
"where the base is adapted to be hung on the second vertebrae and while being 
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secured by the action of the first end contacting the first vertebrae", the examiner 
respectfully disagrees. First of all, claim 1 has been rejected under 35 U.S.C.112, 2 nd 
paragraph, for being indefinite, failing to conform with current U.S. practice because 
there are grammatical and idiomatic errors and other issues that render the claims 
unclear, e.g. vertebrae should be vertebra, "the action" lacks antecedent basis, and 
there is a grammatical error within the phrase "where the base is adapted to be hung on 
the second vertebrae and while being secured by the action of the first end contacting 
the first vertebrae" that renders this limitation unclear. As understood, the Lee et al. 
reference clearly meets the claim limitations of claim 1 . The amendment including 
"where the base is adapted to be hung on the second vertebrae and while being 
secured by the action of the first end contacting the first vertebrae" is being interpreted 
as functional language. It is the examiner's opinion that the device of Lee et al. is 
capable of being hung on the second vertebra, while at the same time contacting the 
first vertebra. One need merely hold the device of Lee et al. up to the selected region in 
the vertebra at an angle contacting the components of the device to the first and second 
vertebrae, and this functional language is satisfied. The examiner maintains that claim 
1 is not sufficient to overcome the Lee et al. reference, since the Lee et al. reference 
meets the structural limitations and is capable of performing the claimed function. 
Claim 7 

Claim 7 has been rejected using a different, second interpretation of the 
reference. As discussed in the above rejection, the device of Lee et al. can be 
considered to meet the limitation "wherein the spacer is in contact with the base" when 
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one interprets ref. #70 to be the spacer, ref. # 22 to be the base, and ref. #30 to be the 
flange. 

Claim 9 

The phrase "wherein the device relies on pressure exerted by the L5 vertebrae 
on the distal end of the beam to secure the device to the body" is also being considered 
as functional language. This language is met by contacting the distal end of the beam 
of the device of Lee et al. to the L5 vertebra, and allowing pressure from the L5 vertebra 
to be exerted on the device. The examiner maintains that claim 9 is not sufficient to 
overcome the Lee et al. reference, since the Lee et al. reference meets the structural 
limitations and is capable of performing the claimed function. 

Claim 26 

Applicant asserts that the Lee et al. reference does not disclose "the device 
contacts the beam directly" as required in claim 26. The examiner respectfully disagrees 
with Applicant, since it is clear in column 5, lines 35-36 that ref. #83 (the device) 
contacts the beam directly (by cooperating with slots ref. # 92 to prevent rotation of the 
beam). Therefore, it is the examiner's opinion that the Lee et al. device does disclose 
"the device contacts the beam directly". 

Claim 43 

The device of Lee et al. can be considered to have two extendable flanges/hooks 
(ref. #30 and ref. #50) and one stationary flange/hook (ref. #24). Therefore, the device 
of Lee at al. can be considered to meet the current limitations of claim 43, i.e. wherein 
no additional hooks extend in a direction opposite the first direction, since hook 24 is 
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stationary and does not extend, while hooks ref. #30 and ref. #50 extend, meaning to 
extend or stretch out in length, in a first direction along the mid-sagittal plane by using 
grooves ref. #56, shown in FIG. 2. Also see column three, last paragraph. 
Claims 58 and 77 

These claims and the dependents thereof are being rejected under 35 U.S.C. 
101 because they are drawn to non-statutory subject matter, i.e. they claim a part of the 
human body. Applicant positively recites part of a human, i.e. "wherein the contact of 
the beam on the spinous process of the second vertebrae and the hook secure the base 
to the first vertebrae" and " the spacer on the spinous process of the second vertebrae 
and the hook secure the body to the first vertebrae". The suggested change is 
"...configured to secure the base to the first vertebrae ..." and "...configured to secure 
the body to the first vertebrae ..." It is further noted that even if these phrases could be 
interpreted as functional statements rather than being rejected under 35 U.S.C. 101 , 
these limitations would not be sufficient to overcome the prior art, since the prior art is 
capable of performing the function of being "...configured to secure the base to the first 
vertebrae" and "...configured to secure the body to the first vertebrae". 

35 U.S.C. 103(a) Rejections 

Regarding applicant's argument for the withdraw of the 103(a) rejections since 
they depend from the amended claims 1, 7, 9, 26, 43, and 58, the Examiner asserts that 
the rejections are still proper because the amended claims 9, 26, 43, and 58 are still 
rejected as explained above. 

Therefore, the rejections are deemed proper. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




